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earned patent term adjustment. See 37 CFR 1 704(b) 

Status 

1)D Responsive to communication^) filed on 



2a)D This action is FINAL. 2b)H This action is non-final. 

3) D I" 0 ?" appli ^ ation is in conditi °n allowance except for formal matters prosecution as to the refits k 
Disposition of Claims COrdanCe ^ ^ Under E * Parte Q ^ 1935 C D ' ^^oSm 

4) ^ Claim(s) M9 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |gl Claim(s) is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement 

Application Papers 

9) E3 The specification is objected to by the Examiner. 

10)13 draWin9(S) fi ' ed ° n 01Auqust2O01 is/are: a) D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 
1 !)□ The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 
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Priority under 35 U.S.C. §§ 119 and 120 
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application from the International Bureau (PCT Rule 1 7 2(a)) 9 
See the attached detailed Office action for a list of the certified copies not received. 
1 4M Acknowledgment is made of a daim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application) 

i«n a i 9 Th , 6 translation of the forei 9 n language provisional application has been received 
15)U Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
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Application/Control Number: 09/890 55 1 

• "age 2 

Art Unit: 1636 

DETAILED ACTION 

Claims 1-19 are pending in this application. An IDS filed 12/10/01, Paper No. 3 has been 
received and the documents considered. The signed and initialed PTO Form 1449 has been 
mailed with this action. 



Priority 

The instant application is a 371 of PCT/US00/02498 filed 2/1/2000 which claims benefit 
of US Provisional 60/1 18,357, filed 2/3/1999. Support for SEQ ID NO: 6-9 and for the citation 
of specific nucleotide positions of 4550, 4596, 4625, 4626, 4724, 4753, 4754, 4956, 4984, 4985, 
5051, 5080, 5126offflV-l of the HXB2 strain is not found in the priority document 60/118,357. 
Therefore, a priority date of 2/1/2000 will be attributed to these limitations. 

Specification 

The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code on page 10, line 19. Applicant is required to delete the 
embedded hyperlink and/or other form of browser-executable code. See MPEP § 608.01. 

This application does not contain an abstract of the disclosure as required by 37 
CFR 1.72(b). An abstract on a separate sheet is required. 
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Sequence Compliance 
The application contains sequence disclosures that are encompassed by the definition for 
nucleotide and/or amino acid sequences set forth in 37 C.F.R. 1.821(a)(1) and (a)(2). However, 
the application fails to comply with the requirements of 37 C.F.R. 1.821(a)(1) and (a)(2) for the 
reasons set forth in the attached Notice to Comply With Requirements for Patent Applications 
Containing Nucleotide Sequence Disclosures And/Or Amino Acid Sequence Disclosures. 
Specifically, a statement that the CRF and the paper copy of the Sequence Listing are the same is 
missing. 



Drawings 

The drawings are objected to because Figure 2 is described in the Brief Description of 
Drawings as Figure 2A and 2B. However, Figure 2 does not contain an A and B portion. A 
proposed drawing correction or corrected drawings are required in reply to the Office action to 
avoid abandonment of the application. The objection to the drawings will not be held in 

abeyance. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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Claims 1, 4, 6, 10 and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
McDonough et al. EP 0617132 A2, publication date 12/30/1998 (applicant cited), see entire 

document. 

McDonough et al teach oligonucleotides primers chosen from regions corresponding to 
the following nucleotides from HXB2, 4756-4778, 4835-4857 and 4952-4969 (page 4, line 1-5). 
The primers were used to detect HIV-1 by amplification of a conserved region of pol (see e.g. 
page 7, line 55 and page 9, line 50). 



Claims 1, 6 and 10 are rejected under 35 U.S.C. 102(b) as being anticipated by Respess, 
US 5,599,662 (February 4, 1997). 

Respess teaches the use of primers for amplification of a nucleic acid sequence from the 
pol gene of HIV-1 (see e.g. abstract). A primer pair was designed that amplifies sequences from 
4750 to 4990 of HXB2 HIV-1 (see e.g. column 5, .ine 59-67 and table 1). Respess teaches , 
of the primer pairs to detect HIV-1 by PGR amplification (see e.g. column 15, line 1-36). 



i use 



Claims 1-2, 4-7, 9, 10-1 1 and 13-19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Pieniazek et al HIV Sequence Database (1998) p 1-6, applicant cited, see entire 

document. 
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Pieniazek et al teach use of nested primers pairs GP40F1 and GP41R1 and GP46F2 and 
GP47R2 that correspond to SEQ ID NO: 1-4 (see e.g. page 2582, column 1, paragraph 5). These 
primers are used to detect HIV-1 subgroups by PCR amplification (see e.g. Figure 1). 

Claims 1, 3-6, 8-10 and 17-19 are rejected under 35 U S C. 102(e) as being anticipated by 
Backus et al. EP 0 887 427 A2 (applicant cited), see entire document. 

Backus et al. teach methods and test kits for the detection of all known HIV-1 subtypes 
and/or fflV-2 subtypes (page 2, line 33-35). Backus et al teach that "Primers were designed to 
conserved regions" of HIV-1 (see e.g. page 9, line 54-58). Primers were ultimately designed to 
hybridize to conserved regions of pol and env. SEQ ID NO: 9 of the instant invention shares 
100% homology with base pairs 3 to 3 1 of the primer on page 9, line 25 (SEQ ID NO 8) and 
therefore hybridizes to a region between 4550 and 5126 of the HXB2 strain and can be expected 
to selectively hybridize to HIV-1. SEQ ID NO: 8 form a primer pair with SEQ ID NO 27 or 7 
(which binds between 4897 to 4924 of HXB2) to amplify HIV-1 nucleic acids in the sample, 
both of which were selected from highly conserved region of HIV-1 and HIV-2. Several probes 
between 18-40 nucleotides were designed to detect the regions amplified by the PCR primers 
(see e.g. page 5, line 6-41 and page 1 1, line 51-54). 

Claims 1,3-6, 8-10and 17-19are rejected under35 U.S.C. 102(e) as being anticipated by 
Backus et al. US 6,001,558, see entire document. 

Backus et al. teach methods and test kits for the detection of all known HIV-1 subtypes 
and/or HIV-2 subtypes (abstract). Backus et al teach that "Primers were designed to highly 
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conserved regions" of fflV-1 (see e.g. column 10, line 50-65) that include pol and env (see e.g. 
column 3-5). SEQ ID NO: 9 of the instant invention shares 100% homology with base pairs 3 to 
3 1 of the primer on page 9, line 25 (SEQ ID NO 8) and therefore hybridizes to a region between 
4550 and 5 126 of the HXB2 strain and can be expected to selectively hybridize to HIV-1. SEQ 
ID NO: 8 form a primer pair with SEQ ID NO 27 or 7 (which binds between 4897 to 4924 of 
HXB2) to amplify HIV-1 nucleic acids in the sample, both of which were selected from highly 
conserved region of HIV-1 and HJV-2 (see e.g. column 10, line 50-65). Several probes between 
1 8-40 nucleotides were also designed to detect the regions amplified by the PCR primers (see 
e.g. column 15). 

Claims 1, 2, 4, 6, 10 and 15 rejected under 35 U.S.C. 102(e) as being anticipated by 
Delaporte et al. US 2003/0180759, see entire document. 

Delaporte et al teach methods of detecting HIV-1 and HTV-2 with the use of nested PCR 
primers (see e.g. page 25, paragraph 0447). Outer primers sense 41-1 and antisense 41-4 bind at 
7785-7818 and 8347-8379 respectively. Exact binding sites of the inner pair could not be 
determined as they were designated according to HIV-1 Ant70 sequence and not HXB2 but as it 
is an inner primer set, it will bind in the region between 7746 and 8459. 

Claims 1-2, 4-7, 9, 10-1 1 and 13-19 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Yang et al. J of Clinical Microbiology (Aug 1999) p 2581-2586, applicant cited, 

see entire document. 
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Yang et al teach use of nested primers pairs GP40F1 and GP41R1 and GP46F2 and 
GP47R2 that correspond to SEQ ID NO: 1-4 (see e.g. page 2582, column 1, paragraph 5). These 
primers are used to detect fflV-1 subgroups by PCR amplification (see e.g. Figure 1). 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall I conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. claiming tne 

Claims 1-19 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1-19 are vague for reciting that the oligonucleotides primer "selectively 
hybridizes" The term "selectively" is a relative one not defined by the claim, no single set of 
conditions is recognized by the art as being "selective" and because the specification does not 
provide a standard for ascertaining the requisite degree, the metes and bounds of this claim 
cannot be established. 

Claims 5, 9, 13, 15 and 19 are unclear for reciting primers with nucleic acids with 
conservative substitutions thereof. As conservative substitutions typically describe alterations in 
amino acid sequences, it is unclear how the Nucleic acid primers can have conservative 
substitutions. 

Claim 17 is unclear for reciting that the first primer comprises the nucleotide sequences 
of SEQ ID 5-9. It is unclear how a single primer can be comprised of 5 divergent nucleic acid 

sequences. 
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The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

Claims 1-3, 7-8, 10, and 18 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventors, at the time the application 
was filed, had possession of the claimed invention. 

Applicants claim a genus of nucleic acid primers that selectively hybridize to a highly 
conserved region of a nucleic acid molecule of HIV-1 between nucleotide positions 4550-5126 
or 7746 to 8459. 

The written description requirement for genus claims may be satisfied through sufficient 
description of a representative number of species by actual reduction to practice, reduction to 
drawings, or by disclosure of relevant identifying characteristics, i.e. structure or other physical 
and/or chemical properties, by functional characteristics coupled with known or disclosed 
correlations between function and structure, or by a combination of such characteristics 
sufficient to show that the applicant was in possession of the claimed genus. In the instant case, 
applicants do not disclose any primers that will bind to a highly conserved region of a nucleic 
acid sequence between nucleotides 4550-5 126 or 7746-8459. The sequence is to be designed to 
detect HIV-1 from a sample. By claiming a primer hybridizable to a nucleic acid, the 
relationship between the structure of the sequence and its function becomes unclear. Given the 
diversity of nucleic acid sequences that should be detected by a primer that corresponds to a 
nucleic acid from HIV region 4550-5 126 or 7746-8459 and the uncertainty that this sequence 
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will be HIV-., it must be considered that any primer that binds to fflV-1 must be empirically 
determined. In an unpredictab.e art, the disclosure of no examples in a genus would not 
represent to the skilled artisan a representative number of species sufficient to show apphcants 

were in possession of claimed genus. 



Conclusion 

Claims 1-19 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maria B Marvich, PhD whose telephone number is (703) 605- 
1207. The examiner can normally be reached on M-F (6:30-3:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel, PhD can be reached on (703) 305- 19 9, The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 308-4242 for regular 
communications and (703) 305-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Jy j , A / // / Maria B Marvich, PhD 
SgtM~t/J?AM^J. Examiner 

ass' 

September 30, 2003 



